United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 223 13-1450 
www.uspto.gov 



APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 


10/576,214 


04/17/2006 


George Gorodeski 


29519/040044 


7011 



24024 7590 01/29/2009 

CALFEE halter & GRISWOLD, LLP 

800 SUPERIOR AVENUE 
SUITE 1400 

CLEVELAND, OH 44114 



EXAMINER 



MACNEILL, ELIZABETH 



PAPER NUMBER 



3767 



XOI IMC \ I I( )N I) \ I I. Dl.I.IX'l.R'i' MODI: 

01/29/2009 ELECTRONIC 



Please Hnd below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 

Notice of the Office communication was sent electronically on above-indicated "Notification Date" to the 

following e-mail address(es): 

ipdocket@calfee.com 
dcunin@calfee.com 



PTOL-90A (Rev. 04/07) 





Application No. 

10/576,214 


Applicant(s) 
GORODESKI, GEORGE 


Examiner 

ELIZABETH R. MACNEILL 


Art Unit 

3767 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, tiowever, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-7, 12, 14, and 18-20 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Houghton et al (US 6,139,538). 

Houghton teaches a drug delivery member (Fig 1) comprising a medication 
impermeable barrier (102) and a medication carrying matrix (126) adapted to adhere 
(via conforming) to internal human tissue (cervix) and release (by iontophoresis) the 
medication to the human tissue. See rim 104; cap portion 130; retainer 178; applicator 
187/180 

3. Claims 1 , 3, 4, 1 1 . 1 2, 1 4-1 6, 27-30, 36, and 37 are rejected under 35 
U.S.C. 102(a) as being anticipated by Tracy et al (US 6,526,980). 

Tracy teaches a drug delivery member (Fig 1) comprising a medication impermeable 
barrier (104) and a medication carrying matrix (112, 602) adapted to adhere (fingers 
802 or rim 1002, or inflatable ring 1 102) to internal human tissue (cervix) and release 
(by dissolution) the medication to the human tissue. As to claim 36, Fig 9 shows ribs 
and Fig 7 shows a tubular member (104) with a second opening (710). 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 

forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 8, 9, 1 7, 21 , and 23-26 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Houghton as applied to claims above, and further in view of Brodman 
et al (US 5,002,540). 

Houghton does not teach the delivery of 5-fluorouracil to the cervix. Houghton teaches 
delivery of a generic drug through his reservoir (126). Brodman teaches the delivery of 
5-fluorouracil to the cervix (Col 4 line 20) to treat cancer. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to use the drug of 
Brodman with the delivery device of Houghton to treat cervical cancer. 

6. Claims 8, 9, 17, 21, 22, 34, and 42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tracy as applied to claims above, and further in view of Brodman et 
al (US 5,002,540). 

Tracy does not teach the delivery of 5-fluorouracil to the cervix. Tracy teaches delivery 
of a generic drug through his reservoir (602). Brodman teaches the delivery of 5- 
fluorouracil to the cervix (Col 4 line 20) to treat cancer. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to use the drug of 
Brodman with the delivery device of Tracy to treat cervical cancer. 
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7. Claims 10, 35, 38, and 39 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tracy as applied to claims above, and further in view of Weiner et al 
(US 5,466,233). 

Tracy does not teach that this matrix is made of a carboxy polymer. Weiner teaches a 
drug delivery reservoir (Fig 1 ) with a carboxy polymer carrier (Col 1 1 line 1 2). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to use a carrier as taught by Weiner to stabilize the reservoir. 

8. Claims 13 and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Tracy as applied to claims above, and further in view of Zaffaroni (US 3,898,986). 
Tracy does not teach that the barrier dissolves in the body. Zaffaroni teaches an 
intrauterine device that degrades after being placed in the body (Abstract and Col 6 line 
8). As to claim 40, Tracy does not teach the use of pectin as the biotransformable 
material. Zaffaroni teaches that pectin may be used for the material (Col 7 line 39). The 
choice of an alternate material is within the sl^ill of an ordinary worked in the art as a 
matter of obvious design choice. 

9. Claims 2,5-7, 1 8-20, 24-26, and 31 -33 rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Tracy as applied to claims above, and further in view of Houghton. 
Tracy does not teach an annular rim or projection on the cervical cap. Houghton 
teaches rim (104) and cap/projection (130). It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to use the rim and cap of 
Houghton to center the device over the cervix and prevent medicine from leaking out of 
the device. 
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10. Claim 41 is rejected under 35 U.S.C. 103(a) as being unpatentable over Tracy. 
Tracy does not teach that the ribs are made of nitinol. Tracy teaches a shape memory 
plastic. The choice of an alternate material is within the skill of an ordinary worked in the 
art as a matter of obvious design choice. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH R. MACNEILL whose telephone number is 
(571)272-9970. The examiner can normally be reached on 9:00-5:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571 ) 272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Elizabeth R MacNeill/ 
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/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



